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DETAILED ACTION 

Claim Objections 

Claim 38 is objected to because of the following informalities: Claim 38 appears 
to contradict claim 14 which recites that hemodynamic activity is not measured. In order 
to perform the method of claim 38, at least some measurement of hemodynamic 
changes would be required to enable one to time the mapping of electromagnetic 
activity during a time window related to hemodynamic change. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-7, 9-21 , 23, 25-32, 34-38, and 41 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. With regard to the independent claims of record, it is 
noted that they all comprise at least language stating that direct detection of regional 
neural activity is performed without measurement of hemodynamic or metabolic 
changes. 

Specifically regarding claim 1 it is stated that regional neural activity is measured 
without measurement of hemodynamic or metabolic changes as a result of regional 
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neural activity and occurs in a time window prior to hemodynamic activity in the subject 
as a result of regional neural activity. As understood by Examiner, Applicant's 
specification provides that hemodynamic activity is monitored so as to acquire regional 
neural activity at a time period where the hemodynamic response is maintained at a 
plateau of activity based from a response to a series of stimuli, requiring monitoring or 
measurement of some sort, of the hemodynamic response of a patient. Additionally, 
hemodynamic activity and regional neural activity are constantly occurring processes in 
living organisms and the description of the "time window prior to hemodynamic activity 
as a result of the regional neural activity" should be further defined to recite that specific 
regional neural responses to a specific stimulus are measured before the corresponding 
hemodynamic response takes place as a baseline level of regional neural activity and 
hemodynamic responses are constantly occurring within the brain and the methods 
provided by the specification use a number of previous T < T 0 stimuli to "ramp up" or 
"plateau" the hemodynamic response for measurement of regional neural activity. 

With regard to independent claim 14, similar language exists to that of claim 1 ; 
specifically that direct mapping of regional neural activity is performed without 
measurement of hemodynamic or metabolic changes. 

With regard to claim 23, again the regional neural activity is measured at least in 
part based on some sort of measurement or knowledge of the hemodynamic response 
provided by a series of stimuli, and the regional neural activity is the result of some 
stimulus which is measured before the corresponding hemodynamic response takes 
place. 
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Regarding claim 26, again the measurement is at least based in part on the 
measurement or knowledge of the hemodynamic response to a series of fast stimuli in 
order to effect a preferred environment for measurement of regional neural activity 
within the subject. 

Regarding claim 34, similar wording exists as that discussed above, including 
"prior to hemodynamic changes of the subject as a result of neuronal activity of the 
subject", which differs from Applicant's specification because regional neuronal activity 
is measured in a window prior to the hemodynamic response to a specific stimulus in a 
series of stimuli which are administered and the hemodynamic response is measured or 
accounted for through such a series of fast stimuli administered to the patient. 

Finally, Applicant's invention as provided within the specification recites that 
"hemodynamically neutral" as relates to embodiments of Applicant's application means 
obtaining of data during time periods where hemodynamic effects are substantially 
steady state. In order to maintain a steady state hemodynamic response, a series of 
"fast" stimulations are administered to the patient to maintain hemodynamic responses 
at a high level or plateau. While it is acknowledged that repeated attempts of 
Applicant's procedure would train one skilled in the art to acquire knowledge of precise 
times of stimuli which would maintain the hemodynamic response at a high level, it still 
follows that it is the maintenance of these hemodynamic responses at such a high level 
that provides the time window for acquisition (Application, paragraphs 40 and 42). This 
hemodynamic response is acknowledged as not being the "goal" perse of Applicant's 
invention, but never-the-less does provide the window for data acquisition and the 
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relationship between the hemodynamic response and the acquisition of data should 
thereby be recited to allow for one of ordinary skill in the art to be able to perform 
Applicant's procedure and/or use Applicant's invention. 

Response to Arguments 

Applicant's arguments with respect to claims 1-7, 9-21, 23, 25-32, 34-38, and 41 
have been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure has been cited on the corresponding Notice of References Cited 
form. Included are background patents by John A Cadwell, Davey et al, and Dossel et 
al, which related to measurement of electrical or other magnetic responses created by 
the brain, as well as a patent by Robinson (6,697,660) relating MEG measurements to 
providing functional 3d images of the brain. The references to Ives et al and Robinson 
et al show further implementations of localized neural stimulation and imaging, and the 
reference provided by Fox et al is to at least one of the same inventors of the instant 
application and provides further information for the understanding of how methods of 
other modalities are incorporated into the procedures set forth by Applicants. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOEL M. LAMPRECHT whose telephone number is 
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(571)272-3250. The examiner can normally be reached on Monday-Friday 8:30AM- 
5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on (571)272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ruth S. Smith/ 

Primary Examiner, Art Unit 3737 

JML 



